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DETAILED ACTION 
Election/Restrictions 

^^^■'^^^^^^^ 

Groups ! and D do „„, form . singIe ijlventjve ^ ^ ^ ^ ^ 

•«» 1-33 are pending. Cm 33 is withdra™ fr „„ „ (o „ QfR 

l-l«(b). Claims 1-32 are under consideration. 

The requirement is still deemed proper and is therefore made FINAL. 

Specification 

37CPR„2 (bX 4, Anewans^tof^edisciostneis^uiredandmu^presen^ona 
separate sheet, apart from any other text. 
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Claim Rejections - 35 USC §§ 101, 112, first paragraph 
35U.S.C. 101 reads as follows: 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

with which it is most nearly cJZgZSSZ us "the SS ^JTn" ^ ta te « * which Sso r 
•nventor of carrying out his invention. "* ^ Same 3,1(1 sha » set *e best mode contemplated'by the 



an invention 
a 

instant 



Claims 1-32 are rejected under 35 U.S.C. § ,01 because they are dra™ ,„ 
with no apparen, „ r disclosed pa t e„ tab ,e unlity . The ^ ^ ^ 

description „ f isoiated DNA ^ t ^ ^ ^ ^ ^ ^ ^ 

Renter, Vo.. 66, No. 4, pages 2092-1099, Friday January 5, 2001. 

» - clear from the instmt speciflcation ^ ^ ^ ^ ^ ^ ^ _ 

-rs -^^-^.f^^.^^^ 

because active si,e residues of tne characterized to* wcre not ^ ^ 



page 
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248, column 3, fourth and fifth paragraphs,. ^curate use of se^uence-to-function methods 
have ,ed «„ significant tetoi,^ „, in sequence ^ ^ ^ ^ 

SSCcolurrm 1 , third paragraph). F.mhermo^Brem.er (,999, Trends in Genetics .5:132- 13 3) 
argues that accurate inference of function ft™ homobgy must be , ^ ^ ^ 
fuming there are „„. y ahou, .000 major gene superfamilies in nanrre, then most homoIogs 
must have different nroiecdar and ce.lu.ar function, FinaHy, B „ rk e, a,. (.996, Trends in 
Genetics .2:425-427) add that the software robots that assign tactions ,„ new proteins often 
assign a function to a who.e new protein based on structura, simi,arity of a sma„ domain of the 
-ew protein to a sma,, domain of a Known protein. Such questionable interpretations are written 

into the sequence database and are then considered facts. 

Additional*, even if, ar^o, the nucleic acid encoding the HG51 protein is found to 

be a G-protcin coup.ed receptor, i, is an orphan receptor . s ^ ^ ^ ^ ^ ^ . 

unkno™, the ftrnction of the protein is a,so unfcnowr, Neither the specification nor the art of 

record disclose any diseases or conditions associated with the Sanction or expression of the 

*™- invention encodes a GPCR is no, sufficient to estab.ish a specific and substantial utility 
AlthoughGPCRshave been found to be i„vo.ved ^ many different processes and have been the 
target of much research and drug discovery, muess the specific .igand for each receptor is 

lacks specific and substantial utility. 
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The specification averts several ailegedly patent utilities f„ r & claimed nudejc ^ 
encoding HG5, polynucleotide. The Specification assess tha, the nucleic acid of ,he ^ 
application can be used in diagnostic assays t0 de.ee, HG5 1 polypeptide or mRNA expression m 
a bioiogicai sampte (Specification a, 42). However, tins asserted utihty is credible and 
substantial, no, specific. Hybridization probes can be designed from any p„ lynucleotide 
sequence. Further, the specification does no, disdose specific cDNA orDNA target, 

The specification further asserts tha, the nucieic acid of fte instant appiication can be 
used in screening assays to identify agents which module HG5 , receptor srgna, activity, HG51 
^ands, or ,eve ls of mRNA encoding HG51 (Specification at 46). However, this asserted utility 
■ credible but no, specific or substantial. Such assays can be performed with any 
polynucleotide. Nothing is disclosed about how the polynucleotide is affected by the 

compounds.whichinnn.affectproductionof.nRNAa.dpo.ypeptide. Additional the 
specification discloses nothing specific or substajltial for ^ ^ ^ ^ , 

method. Since this asserted utility is aiso no, present in marure form, so tita, i, could be 
readily used in a real world sense, fe asserted milky is no, subs,antial. 

The specification fitrther asserts tita, ft. nucleic acid of ,he ins,an« apphcation can be 
used .otieaicer^mdiseaseswiftcompo^^^,,^^, ^ ^ ^ 

HG5, li g ands,or,evelsof mR NAencodi„ g HG5 1 (Sp^ification a, 55). However, tins asserted 
utihry is specific bu, no, substantia, or credible. The specification does no, disclose diseases 

n.eskiliedartisan.oidentifyindividualswiti.suchadisease. There is no disclosure for 
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assay for improvement or „,„ ^ rf ^ ^ ^ ^ ^ ^ ^ ^ ^ 
no, present in mature form, „ te it could be readj|y ^ ^ a ^ ^ ^ ^ ^ 
utility is not substantial. 

After computerization, ,hispro,ei„ maybe found ,o have a patentable uffity 
This further characterization, however, is par, of the ac, of invention and unti. i, has been 
undertaken Apphcanf s claimerf invention is incomplete. The instan, situation is directly 
analogous to tha, which was addressed in Brenner , Manson, ,48 USPQ 689 (Sup. C, .966, in 
which a nove, compound which was structurally analogous ,„ other compounds which were 
known to possess anticancer activity was aHeged to be potency use*, as an antitumor agent in 
•he absence of evidence supporting this utility. m court expressed the opinion tha, a,, chemica, 

However, the court he,d tha, mis broad interpretation was no, the intended definition rf w 

obvous or folly disclosed "real world" utility. The court held ma,: 

"The basic quid pro auo co„,empla,ed by the Constitution and the Congress for granting 
a patent monopoly is me benefit derived by the pubiic from an invention with substantia, 
utility", "Wnless and until a process is refined and developed ,„ mis poin,-where specific 
benefit exis,s in currently available form-mere is insufficient justification for permitting 
« applicant to engross what may prove to be a broad field", and "a patent is no, a 
hunting hcense", "[0, „ „„, a ^ for me ^ ^ ^ ^ 



conclusion." 
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H» tatt claims a. dra™ t0 a nucieic acid encoding a poiypepHde which has an as ye, 
—ned ftatcion or hioiogica, stance. Unti , ^ ^ ^ ^ 
can be attributed ,„ the protein idemified fa ^ ^ ^ . ^ ^ ^ _ 

■neonate. The po iyp ep ti de encoded by the » ucl eic acids of 0,0 instan, invention is known ,„ 

fe ahse„ceof to w,ed g e„ f ,hena to alsu b s ta ,eo, b io,o gi ca ls i grifi c m ceo fWsprot ein tt e re 
fte ,de„ ffi ca ti0 „ of suites which inhihi, i,s activity is c,ear.y ,o use i, a, the „ bje c, „f 

<* -tan, specification does „„, disciose a "rea, worid" use f„ r HG5 , then the ciaimed 
,nven,io„ is incompice and, Wore, does no, mee, ft. reonirernen* of 35 usc § „ 

useful. 

daims .-32 are a,so rej ec,ed under 35 U.S.C. , ,2, firs, paragraph. Specify, since 
-he Caimed inven, io „ „ not s „ by ^ , ^ ^ ^ ^ ^ ^ ^ 

weUes^isheduUii.yforftereasor.se.fonhahove.ones.i.edind.ear.e.eariywou.dno, 
know how to use the claimed invention. 



Even if, arguendo , me HG5 1 po.yrtucieonde and poiypepfides are found ,o have a 
W nd S S EQID NO:2,„rasu ta cewhich b i„ ds s EQIDN o : 2,doesno,rea S o„a bl y P rovide 
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of identifying a substance which binds HG5 1 . The specification does „„« enabie any person 
skified in ft. art t0 which it pertams , or wi(h whjch . t . ^ ^ m ^ (o ^ ^ 

mvention commensurate in scope with these ciaims. See In re Wands, 858 F.2d at 737 8 
USPQ2d a, ,404. The «es, of enaMemen, is no, whether any expectation is necessary, but 
whether, if experimentation is necessary, it is undue. 

In the instant case, toe ciaims are directed to amethod of identifying an agonist or 
antagonist which binds HG5,, or a method of identifying a substance which binds HG51 The 
specification disciose. that the encoded HG51 poiypeptide encompasses fragments, mutants 
■nciuding amino acid substitutions, deietions, additions and truncations (see specification at 5 
1—5-20). Thus.theCaimsencompassmethodsusingvariantproteins. Apphcan, has oniy 

beyond the mere presentation of seouence data to enabie one of ordinary sMI in the ar, to 
determine, without undue experimentation, the positions in the protein which are toieran, to 
change (e.g. such as by amino acid substitutions or deietions), and the nahtre and extent of 
changes that can be made in these position, Aifcough the ^ 

nature of active derivatives tha, may be consisted, hut is mereiy an invitation to the artisan to 
use the current invention as a starting point for taher experimentation. Even if an active or 
bmding site were identified in the specification, they may no, be sufficient, as the ordin^ 

dtmensiona, configuration ,„ be active, which conformation is dependent upon surrounding 
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the possible muteins of HG5 1 . 

» - known i„ the «, ^ even sjng|e ^ ^ ^ or ^ ^ ^ 

secuence of a P ro,ein can have dramatic effects on the orcein, fcnction. P or e XaJnp ,e, Voet e t 

«. hemogiobin moiecuies to associate with one an 0th e r in such . manner ^ ta 

nuhviduais, e^hr 0cyt es are aitered from ^ norma, discoid shape a„ d assume the sicUe sha P e 

.26-.2S, section MA an. pag e 230 , ^ 2 , fo , ^ „ „ ^ ^ . ^ ^ ^ ^ 

Pactions of a po Iy pe ptide , „ fom _ ^ ^ ^ ^ ^ ^ 
-ta— regarding the „ md ^ rf ^ ^ ^ ^ 

claims. 

Due ,„ the iarge ouanti* of e Xperimentation ^ „ ^ fa ^ ^ ^ 
derivatives recited in the Cairns ar. d P „ssi Wy meea same for ^ ^ ^ tf 
direction/guidance Rented in the station regarding which s ta ctura, features a,e reared 
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nature of .he invention, to state ofthe prior „ which ^ ^ ^ ^ ^ ^ 
effects of mutation on protejn „ md ^ ^ ^ bread(h rfte ^ ^ ^ ^ 

recite any structural „ r fim^ ^ ^ ^ ^ ^ 

^lled artisan ,„ make and/or use the claimed invention in i, s Ml .cope. 

Given the breadth of Cairns 26-32 in light of tne predictabi% ^ 
«. number of working examples, the level of ski,, of the artisan, and the g „ida„ee provided in 
the specification and the prtor at of record, i, wou,d require undue experiment for 
one of ordinary skill in the art to practice the claimed invention. 



Claims 26-32 are rejected under 35 U.S.C. , ,2, fi ret paragraph, as containing subject 
shlled in the relevant an tha, me invents), a, me time the application was filed, had 

of Patent Applications Underthe35 USC 112 HI "Wrlw r, • . 

1 12, K 1 Wntten Description" Requirement, Federal 

Register, Vol. 66, No. 4, pages 1099-1 1 11, Friday January 5, 2001. 

These are genus Cairns. The claims are drawn to a method of identifying an agonist or 
antagonist which binds HG5,, or a method of identifying a substance which binds HG51 The 
specification disclose, ma, tbe encoded HG5, polypeptide encompasses fragments, »d mutants 

-15-20). ^.meclaimsencompassmethodsusingvariantprotem, Applicant has on!y 
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~<*^^^»*^^^^^^ 

-c MvarianS , MdftegOTUsisU ^ v ^ m(touseasi ^ tn ^ of ^ 

^^.tt^ia^,,.^^^ ^ generaiknowiedgeand 

"^^^^^^^^ 

number of species to describe the eenn« Th„* r 

genus. Thus, apphcant was not in possession of the claimed 

genus. 



C I a im s 6 - 8 ,n- 19ar e r e j e ct e dunder35u . s . c . 112 , firstparagraphibecausethe 

sequence as set forth in SEO m \rn- i a 

U d0es not "—"My Provide enablemem for in vivo 

transfection. 
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Th. specify „„ page 22 discloses ^ ^ ^ ^ ^ ^ ^ ^ 
be e„ ta . wide variety of ^ ^ ^ ^ ^ ^ ^ ^ ^ 

•here - no actual „ pr0 p helic examples ^ ^ ^ ^ ^ ^ ^ ^ ^ ^ 

be ove rcom e b y routi „ e e^n^ion. nKe ^ ^ ^ rf ^ ^ ^ ^ 

(v*. „e „ f cWe in* fce Ussues , ^ to ,, , w 

gene expression and p rote i» ^ %e ftactio „ ^ ^ ^ fcy ^ ^ ^ 

population, the traffic^ of the ^ ^ ^ ^ ^ ^ ^ 

^^•on^a^ 
interest, the claims as written are not enabled. 
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Claim Rejections. 35 USC §112 second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

Claims 25-32 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 

f.hngtoparticularlypoint out and distinctly claim me subject matter which applicant regards as 
the invention. 



is no 



Claim 25 is vague and indefinite in the recitation of the term "effect". There 
guidance provided in the Cairn as to what effect is ,„ he measured, therefore the metes and 
bounds of the claim cannot be determined. 

Claim 26 is vague and indefinite due to the recitation of the term .'potential" I, „ not 

- Greeted to finding substances which, upon further chemical modifications could serve as 
agonists or antagonists. Therefore the metes and bounds of the claim camto, be determined. 
Claim 26-32 are vague and indefinite in the recitation „f me terms "HG51- There is no 

and bounds of these claims cannot be determined 
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Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph F. Murphy whose telephone number is 703-305-7245. 
The examiner can normally be reached on M-F 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, YvonneEyler can be reached on 703-308-6564. The fax phone numbers for the 
organization where this apphcation or proceeding is assigned are 703-305-3014 for regular 
communications and 703-308-0294 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 
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